
DEPARTMENT OP HEALTH & HUttAN SERVICES Ftf,* Htnath Service 



food and Dru3 Adttitnfetmtton 
Washington OC 202W 



June 6, 1995 



Mrs .g Louise Martini 
5940 Brookgreen m. k.k, 
Atlanta! ga 30328 

Re: FOI Request No, F95-17797 
Dear Mrs* Martini: 

This is in response to your request of April 19, 1995, 
requesting a copy of the aspartame report (CDC/FDA - 1984), 
and the current report on aspartame complaints. Vour 
request was forwarded to the Office of Fremarket Approval In 
the Center for Food Safety and Applied Nutrition. 

— 2£ — Enclosed are the records you requested. 

Charges will be included in a monthly invoice if your 
requests total more than $10.00* If your monthly total is 
LESS than $10,00 the material is free. Please DO NOT send 
payment until you receive an invoice for the total monthly 
fee. J 

Reproduction $ 15.30 search 3 24.00 Review £ 

Other $ ?*QQ Total S 42.30 . 

THE ABOVE TOTAL MAY HOT REFLECT THE FINAL CHARGES FOR THIS 
REQUEST. 

/ 
Slh merely 

■ - sisw-M'^ 

Office of Frsmarket Approval 
Centeifc/for Food Safety 
and Applied Nutrition 
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■ Memorandum 

■ April 20. 1995 

Chief, Epidemiology Branch tHFS-7281 
technical Information Speciaiat (HF3*7281 

&**& Summary of A^vtrn Reaedona Attributed to Aspartame 
m Health Mmm4 Evaluation Beard 



Since 1880 the FDA hm received 7232 compla^ita of adverse reactions 
attribotedl to tha um of aepertome. Six hundred md forty -nine of tha complaints 
that were raaafvad m the early 19B0*s hava ciffir$nc@g in the advarsa raaatlon 
information collected as compared' to the remaining reports. Because of these 
differences* tha 649 oomplaifitB ire generally not included in the eummarfe* of 
adverse reactions attributed to aspartame. Excluding thaaa 643 reports* from 
1980 through 1994, CFSA& racaived 6593 eompleinta describing adverse 
reactions thought to be due to tha consumption of aspartame. These 
complaints w@re aithet reported directly to- CFSAN, or received from- the 
Nutrasweet (Saerlal Company, Aspartame Consumer Safety Network, 700 Ctufa, 
health professionals, and other iiitsrestad parties. 

For tha 4826 (73,3%) complainants who provided information on gender r 3866 
{76*1 ware female and 1180 f.24%| ware mate. For tha 3:2.71 (49.7%) 
complainants whose B$m were provided, tha peak age. group lor reports mm 
-30-39 Yrarcs old, with 847 (25,9%} compiehtte, M othar tan year age groups 
provided lass than 20% of reported, complaints. - 

For tha 4884 174.3%} reports that Included information, on intensity of the 
reaction, 518 <10.6%i reactions were classified ee eevere and 436f 189.4%) 
were ctassifed m mM to moderate, 

in aoma reports, adverse reactions ware attributed to more than one product 
type. Plat soft drinks ware implicated most frequently; with a total of 3021 
(48,9%) complaints* followed fey 1716 {26.1%l complaints attributed to table- 
top sweeteners. Each remaining product type was mmtmnmd in le^$ than 10% 
of aR aspartame complaints (Tsbte 1). 

Mora than on# symptom assecjsfad with aspartame was deecrfl»ed by -'many 
complainants, Almost 90 different symptoms were described In total: with 
1847 {28. 1%j reports for headaohe being tha moat frequent, followed by 736 
111,2%} reports desoribing dtainesa or problems with b®imm t 6S6 (10-0%) 
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Memorandum 



Date ^ a y 23, 1996 

F«m Technical Information Specialist (HFS-728) 

Sublet 



Summary of Adverse Reactions Attributed to Aspartame 
Health Hazard Evaluation Board 

Since 1980, the FDA has received 7244 complaints of adverse 
reactions attributed to the use of aspartame. Six hundred and 
forty- nine of the complaints that were received in the early 
1580 's have differences in the adverse reaction information 
collected as compared to the remaining reports* Because of 
these differences, the 649 complaints are generally not 
included in the summaries of adverse reactions attributed to 
aspartame. Excluding these 64 9 reports, from 1980 through 
1995, CFSAN received 6595 complaints describing adverse " 
reactions thought to be due to the consumption of aspartame. 
These complaints were either reported directly to CFSAN, or 
received from the Nutrasweet (Searle) Company, Aspartame 
Consumer Safety Network, 700 club, health professionals, and 
other interested parties. 

For the 4929 (75,0*) complainants who provided information on 
gender, 3742 (76%) were female and 1187 (24%) were male. For 
the 3338 (SO. 6%) complainants whose ages were provided, the 
peak age group for reports was 30-39 years old, with 864 
(25,9*} complaints. All other ten year age groups provided 
less than 20% of reported complaints. 

For <;he 4990 (76.0%) reports that included information on 
intensity of the reaction, 533 (10.7%} reactions were 
classified as severe and 4457 (89.3*) were classified as mild 
to moderate. 

In some reports, adverse reactions were attributed to more than 
one product type. Diet soft drinks were implicated most 
frequently; with a total of 3070 (46.6%) complaints, followed 
by 1760 (26,7%) complaints attributed to table-top sweeteners. 

Each remaining product typ£ was mentioned in less than 10% of 
all aspartame complaints (Table 1), 

More than one symptom associated with aspartame was described 
by many complainants. Ninety-one different symptoms were 
described in total; with 1398 (26.8%) reports for headache 
being the most i reagent, followed by 745 (11.3%) reports 
describing dizziness or problems with balance, 675 (10.2%) 



£&§# 2 - Health la«rd imitation Board 

complaints describing a. change in ipood quality or level, 6§6 
13.0.1%) reports of vomiting and nausea* 461 {7.0%) reports of 
aMotrtin^l pain, .371 £5.6%) reports of a change to vi&ion,. aM 
338 (5*1%) reports of diarrhea. Other syrasptoiae ware reported 

by less than. S% -of complainants (table 2) , 

01 the 4226 £€4«l%} reactions that CTOld be classified in ter« 
.'of consistency of the reaction following-' ingestion of 
aspartame, 1393 {32,9%3 were Group A events, described as 
episodic and appeared to occur following consumption of more 

than one product containing Aspartame, An additional nso 
(27*2%) reports were classified as Group B reactions, because 
they occurred on multiple occasions following exposure to a 
Specific Aspartame- containing product, A total of 7S5 117.9%}- 
reports were classified a& group C reactions „ with a single 
episode- following consumption of one or more Aspartame- 
containing products* The reawaiaing 92S (22.0%) reports were 
classified as Group B, because the- adverse reaction did not 
occur every time the complainant consumed a specific product 
containing aspartame, or the reaction was deemed unlikely to 
have been associated with aspartate* 

There has been a gradual decrease in reports of adverse 
reactions to aspartame received over time. Reports are entered 
into the lums system by the year they occur. The trend for 
reports of adverse reactions to Aspartame has declined from the 
1$65 peak F when over 1500 adverse reactions were reported to 11 
reported reactions during 199S *. 

In summary* the matiber of adverse reaction complaints received 
by the FDA; and the nature of these reports in terms o£ 
de»graphie distribution, severity, strength o : £ association 
with the product, and. symptom remain comparable to those from 

previous analyses, 
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Table 1* Distribution of reactions attributed to aspartame by- 
product type* 



PRODUCT TYPE 


NO. OF 
COMPLAINTS 


% OF 
RECORDS 


% OF 

COMPLAINTS 


Diet Soft Drinks 


3070 


46,5% 


38.0% 


Table Top Sweetener 


1760 


26,7% 


21.8* 


Puddings - Gelatins 


633 


9.7* 


7.9% 


Lemonade 


416 


6 .3% 


5.1* 


Other 


362 


5.5% 


4.5% 


Kool Aid 


341 


5.2v 


4.2% 


Chewing Gum 


334 


5.0% 


4,1% 


Hot Chocolate 


323 


4.9% 


4.0% 


Iced Tea 


323 


4.S* 


4,0* 


Frozen Confections 


146 


2,2% 


l.fl* 


Cereal 


122 


i.ii 


1.5% 


Sugar Substitute 
Tablets 


75 


1,1* 


0.9% 


Breath Mints 


61 


0,9* 


Q.&% 


Punch Mix 


45 


3.7V 


0.6% 


Fruit Drinks 


24 


0,4% 


0,3* 


Chewabie Multi- 
Vitamins 


3 


0,1* 


0.1% 


Won- Dairy Toppings 


1 


0-1% 


0.1% 


Fmit, Dried 


2 


0.003* 


0.02% 
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BBFORTOD SYMPTOMS 



Headache 



Bixxineaa/ Foot 

equilibrium 



Change in Mood 



Vomiting or Hanaea 



wo. or 

CCWPIAIMTS 



1B9B 



745 



675 



Abdotdnal Fain and Crampa 



Change la Vlalon 



Piarrfrea 



3*jgurea and Convulaiona 



Memory Losa 



666 



413 



371 



333 



297 



Fatigues, Woa)meag 



Other Neurological 



Raeib 



373. 



2S1 



233 



Sleep Problewfl 



Hiv»j> 



Change in Heart Kate 



ItciiXng 



Change in Sensation 
(tftanboesB, Tingling) 



227 



204 



t?H 



131 



177 



Grand Mai 



Local Swelling 



Difficulty Breathing 



Change in Activity Level 



Oral Sensory Changes 



176 



174 



115 



116 



115 



Change in Henatnuil 
Pattern 



Other skin 



112 



107 



102 



1754 
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28,8* 



11.3% 



10.2* 



10. 1% 



7.0% 



5,g* 



5. It 



4.5% 



4,1% 



3. St 



3, St 



3.41 



3.1% 



2. St 



2.9* 



2.7% 



2.71 



2.6* 
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2,7% 



1.7% 



l.tft 



1-5% 



* OF 
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7.5* 
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3.4t 
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2.3* 



2_0t 



2.0% 
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l.Bt 
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Memorandum 

°*« June 26, 1997 

Fram Technical Information Specialist (HFS-728) 

Sub * M Summary of Adverse Reactions Attributed to Aspartame 

^ Health Hazard Evaluation Board 

Since 1980, Hie FDA has received 7259 complaints of adverse reactions attributed 
to the use of aspartame. Six hundred and forty-n™ of the complaints that were 
received in the early 1980's have differences in the adverse reaction information 
collected as compared to [he remaining reports. Because of these differences , the 
649 complaints are generally cot included in the summaries of adverse reactions 
attributed to aspartame. Excluding these 649 reports, from 1980 through 1996 + 
CFSAN received 6610 complaints describing adverse reactions thought to be due to 
the consumption of aspartame. These complaints were either reported directly to 
CFSAN, or received from the Nutrasweet (Searle) Company, Aspartame Consumer 
Safety Network, 700 Club, healua professionals, and other interested parties. 

For the 4949 (74.9%) complainants who provided information on gender, 3758 
(76%) were female and 1191 (24%) were male. For the 3343 (50,6%) 
complainants whose ages were provided, the peak age group for reports was 30-39 
years old, with 864 (25.8%) complaints. All other ien year age groups provided 
less than 20$ of reported complaints, 

For the 5014 (75.8%) reports that included information on intensity of the reaction, 
537 (10.7%) reactions were classified as severe and 4477 (89.3ft) were classified 
as mild to moderate. 

In some reports, adverse reactions were attributed to more than one product type. 
Diet soft drinlcs were implicated most frequently; with a total of 3077 (46.6%) 
complaints, followed by 1764 (26,7%) complaints attributed to lable-iop sweeteners. 
Each remaining product type was mentioned in less than 10% of all aspartame 
complaints (Table 1). 

More than one symptom associated with aspartame was described by many 
complainants. Ninety-one different symptoms were described in total; with 1900 
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Table i. Distribution or reactions attribute*! tn aspartame hy product type. 



PRODUCT TYPE 


NO, OF 
COMPLAINTS 


% OF 
RECORDS 


% OF 
COMPLAINTS 


Diet Soft Drinks 


3077 


46,6% 


3S.0% 


Table Top Sweetener 


1764 


26.7% 


21.8% 


Puddings - Gelatins 


639 


9.7% 


7.9% 


Lemonade 


416 


6.3% 


5.1% 


Other 


364 


5.5% 


4,5% 


Kool Aid 


342 


5,2% 


4,2% 


Chewing Gum 


334 


5,0% 


4.1% 


Hot Chocolate 


324 


4,9% 


4.0% 


Iced Tea 


324 


4,9% 


4.0% 


Frozen Confections 


I4S 


2,256 


l.S% 


Cereal 


122 


i.8% 


1.5% 


Sugar Substitute Tablets 


75 


1.1% 


Q.9% 


Breath Mints 


63 


0.9ft 


0.8% 


Punch Mix 


45 


0.68% 


0,6% 


Fruit Drinks 


24 


0.3G% 


0.3% 


Chewable Muili- Vitamins 


9 


0.1% 


0,1% 


Non-Dairy Toppings 


8 


0.1% 


0.09% 


Fruit, Dried 


2 


.03% 


0.02% 



afei»4^/r?7 



Tabic 2. Symptom.* aitr ibutfld to Aspartame In complaints submitted to FDA, ' 



#rf 



RJEFQRTED SYMPTOMS 


NO. OF 
COMPLAINTS 


% OF 
REPORTS 


ft or 

COMPLAINTS 


Headache 


[900 


2BJ% 


Lfl.9% 


Dizziness/ Poor 
Equilibrium 


749 


itm 


3M 


Change In Mood 


67? 


ms% 


6.8% 


Vomiting or Nausea 


669 


tOA% 


6.7% 


Abdominal Pain and Ceamps 


466 


7, Q% 


4.655 


Change in Vision 


174 


5.1% 


3.7 S 


Diarrhea 


345 


&2S 


3.4% 


Seizures and Convulsions 


2Sfi 


4.5ft 


3.0* 


Memory Lois 


273 


4,1% 


2,75 


Fatigue, Weakness 


251 


3-3% 


2J1 


Other NnifoJo&leaJ 


233 


3.5 % 


2.3 5 


Riifi 


317 


3A% 


2,3% 


Steep problem* 


205 


3. IS 


2.0% 


ffiv« 


194 


2,0% 


L9* 


Change in Heail Rate 


193 


2.9% 


LPS 


Change in Sensation 
(Numbness, TlrtgJimj) 


ITS 


2J% 


tti 


Mfca 


177 


2.1% 


1.8% 


Grand Mil 


m 


2,6 % 


1.7% 


Local Swelling 


119 


tm 


12% 


Difficulty Breathing 


in 


LSI 


L2f 


Cnan^e In Activity Level 


115 


1.7% 


MS 


Oral Sensory Changes 


112 


1.7% 


1.1% 


Change in Menstrual Paiiern 


JOT 


Mi 


i.i% 


Other Skin 


103 


1.6* 


1.0% 


Localized Pain and Tenderness 


kOl 


1.5% 


1.0% 


Symptom* reported by k« lhan 10Q 
compb hunti 


1078 


.as* 


16. 7% 


t. iJonie consume** described more man one i 


yeipiom attributed to A. 


par tame. 






DEPARTMENT OF HEALTHS HUMAN SERVICES 



PuWc Health S«fvfce 



Baccy Martini 

9270 River Club Parkway 

Suite 215 

Duluth* GA 30097 



jun 2 5 m 



Food artd Dm© Admtntnrttton 
W««hiftfli w DC 20204 



F98-H628 



Dear Ms. Hartini; 

5° ff^f C ° y ° Ur WqUWC ° f May "' 199S for «**•* ^ complaints 

f. ?J! ° fl ^P^rcarae received in the years 1596, L99?, and through this 
date 1998. ° 



— SS 3 ^!!? fSS/f 1 ® reco ,? dfi you i«quested for 19% and 1997. Complaints for 
the year 1995 have noc yet been complied* ^ 

?** hava searched our files and find no responsive Information. 

Your request is also being referred to one of our component offices. 



— In order Co help reduce processing time and costs, certain materiel 
has been deleted from the record (s) furnished to you because a pre- 
liminary review of the records indicated that the deleted information is 
not required to be publicly disclosed- If, however, you desire to 
review the deleted material, please make an additional request at the 
folding address; ^ Food and Drug Administration, Freedom of Information 
Staff, HF1-35, 5600 Fishers Lane, Rockville, MD 20657* Should the 
/Jgency then deny this information, you would have the right to appeal 
such denial. Any letter of denial will explain how to make this appeal* 

Oiarges will be included in a monthly invoice if your request (s) total 
■ore titan $15,00. If your monthly total is LESS than $15,00, the 
material is free. Please DO HOT send payment until you receive an 
invoice for the total monthly fee* 

Reproduction E.so S earc h $40.00 R evie w O ther Totali $40*80 

THE ABOVE TOTAL MAY NOT REFLECT THE FINAL OTA^ES-rm^HIS REQUEST. 




POI OFFICER 
f&eoutivu Operations Staff 
Center for Food Safety 
and Applied Nutrition 



Enclosure 



